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Amendments to the Claims : 

This listing of the claims will replace all prior version, and listing, of claims in the 
application: 

Listing of the Claims : 

1 . (Currently Amended) A multi-layer oral dosage form, pr e f e rab l y a tab le t, comprising: 

(a) a matrix core comprising a therapeutically effective amount of a first drug, 
wherein the matrix core allows sustained release of the first drug; 

(b) a first layer, which is in contact with said matrix core, comprising a first portion 
of a pharmaceutical^ effective amount of a second drug and optionally an add i tiona l 
amount of th e first drug , wherein the first layer allows sustained release of the fifst 
aftd-second drug; and 

(c) a second layer, which is also in contact with said matrix core, comprising a 
second portion of the second drug, wherein the second layer allows immediate 
release of the second drug. 

2. (Currently Amended) A multi-layer oral dosage form, pr e f e rably a tabl e t, compr i sing: 
according to claim 1 further comprising in the first laver an additional amount of the first 
drug, wherein the first laver allows sustained release of the first and second drugs. 

(a) a matr i x cor e comprising a th e rap e ut i ca ll y eff e ct i v e amount of a f i rst drug, 

wh e re i n th e matr i x cor e a ll ows susta i n e d r elea s e of th e first drug; 

(b) a f i rst lay e r, wh i ch i s i n contact w i th said matrix cor e , compr i s i ng a f i rst portion 

of a pharmac e ut i ca l ^ e ff e ct i v e amount of a s e cond drug, wh e r ei n th e f i rst lay e r 
a ll ows susta i n e d r ele as e of th e s e cond drug; and 

(g) a s e cond l ay e r, wh i ch is a l so i n contact w i th said matr i x cor e , compr i sing a 

s e cond port i on of th e second drug, wh e r e in th e s e cond l ay e r a l lows imm e d i ate 
r ele as e of th e s e cond drug. 

3. (Currently amended) The multi-layer oral dosage form as defined in claims 1 and 2 , 

wi icicii i oaiu maiiiA wic iuiuioi owi t \y\ ioco n iouiuuic pwiy i mcio ai in aujuvaiuo. 
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4. (Original) The multi-layer oral dosage form as defined in claim 3, wherein said 
polymers are selected from the group consisting of insoluble cellulosic materials, polyvinyl 
acetates, polyvinyl alcohols, polyethylene oxides, metacrylates, and non-crosslinked 
polyvinylpyrolidone. 

5. (Original) The multi-layer oral dosage form as defined in claim 3, wherein said 
adjuvants comprise sugars, colloidal silica, calcium diphosphate, talc and magnesium 
stearate. 

6. (Original) The multi-layer oral dosage form as defined in claim 3, wherein said first 
layer further comprises water-soluble and/or gel forming polymeric materials. 

7. (Original) The multi-layer oral dosage form as defined in claim 3, wherein said 
second layer further comprises pharmaceutical^ acceptable excipients selected from the 
group consisting of cellulose derivatives, cross-linked polymers, sugars, soluble salts, 
colorants, fillers, disintegrants, anti-tacking agents and anti-static agents. 

8. (Original) The multi-layer oral dosage form as defined in claim 6, wherein said first 
layer comprises from about 15 to about 95% of the second drug. 

9. (Original) The multi-layer oral dosage form as defined in claim 7, wherein said 
second layer comprises from about 5 to about 85% of the second drug. 

10. (Currently amended) The multi-layer oral dosage form as defined in any on e of 
eJaims -claim 1 te-9, wherein said first drug is an NSAID. 

11. (Original) The multi-layer oral dosage form as defined in claim 10, wherein said 
NSAID consists essentially of diclofenac. 

12. (Original) The multi-layer oral dosage form as defined in claim 11, comprising from 
about 50 to about 150 mg of diclofenac. 
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13. (Original) The multi-layer oral dosage form as defined in claim 12, comprising about 
75 mg of diclofenac. 

14. (Original) The multi-layer oral dosage form as defined in claim 10, wherein said 
NSAID consists essentially of aspirin. 

15. (Original) The multi-layer oral dosage form as defined in claim 12, comprising from 
about 50 to about 1 50 mg of aspirin. 

16. (Cancelled) Th e mu l t i l ayer ora l dosago form as d e fin e d i n cla i m 12, comprising 
about 80 mg of asp i rin. 

17. (Currently amended) The multi-layer oral dosage form as defined in any on e of 
claims 1 te-4€, wherein said second drug is an H 2 -receptor antagonist. 

18. (Original) The multi-layer oral dosage form as defined in claim 17, wherein said H 2 - 
receptor antagonist consists essentially of famotidine. 

19. (Original) The multi-layer oral dosage form as defined in claim 18, comprising from 
about 20 to about 60 mg of famotidine. 

20. (Cancelled) Th e mult i-l ay e r oral dosago form as def i n e d in c l aim 19, compr i s i ng 
about 4 0 mg of famot i din e . 

21. (Cancelled) Th e mu l ti -l ay e r ora l dosag e form as d e fin e d i n c l aims 1 and 2, furth e r 
compris i ng a coat i ng. 

22. (Cancelled) Th e multi - lay e r oral dosag e form as d e fin e d i n cla i m 21, wh e r ei n th e 
coating i s a li ght prot e ct i v e coat i ng. 



23. (Cancelled) Th o mu l t i l ay e r ora l dosag e form as defin e d i n c l aim 22, wh e r e in the 
i i ght prot e ctiv e co a t i ng compr i s e s fi l m - form e rs, p i aoticizors and p i gm e nts. 
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24. (Cancelled) Th e mu l t i l ay e r ora l dosag e form as d e f i n e d in claim 23, whoro i n oaid 
f il m form e rs compr i s e hydroph i l i o po l ym e rs. 

25. (Cancelled) Th e multi -l ay e r oral dosag e form a s d e f i n e d i n cla i m 2 4 , wh e r ei n s ai d 
hydroph i l i c po l ym e rs compr i s e hydroxypropy l m e thy l c ell u l os e . 

26. (Cancelled) Th e mult i- lay e r ora l dosag e form as d e fin e d i n claim 23, wher ei n said 
plast i ciz e rs ar e s ele ct e d from th e group consist i ng of tr ie thy l c i trat e , d ie thy l phtha l at e , 
propy le n e glycol, g l yc e r i n, buty l phtha l at e , and castor o il . 

27. (Cancelled) Th e mu l t i- lay e r oral dos a g e as d e f i ned i n any on e of c l a i ms 1 to 26, 
whoroin th o dosag e form i s a tab le t. 

28. (Original) A method for treating and preventing osteoarthritis in patients susceptible 
to developing NSAID induced gastric and duodenal ulcers comprising administering a multi- 
layer oral dosage form as defined in claim 1 . 

29. (Cancelled) A m e thod for tr e at i ng and prev e nting ost e oarthr i t i s i n pat ie nts 
susc e pt i bl e to d e v e loping NSA I D i nduc e d gastr i c and duod e na l ulc e rs compris i ng 
adm i n i st e ring a mu l t i-l ay e r oral dosag e form as d e fin e d in c l a i m 2. 

30. (Original) A method for preparing a multi-layer oral dosage form according to claim 
2, comprising: 

(a) preparing a sustained release matrix core comprising a therapeutically 
effective amount of a first drug or pharmaceutical^ acceptable salts thereof; 

(b) preparing a sustained release blend comprising a first portion of a 
pharmaceutical^ effective amount of a second drug or pharmaceutical^ acceptable 
salts thereof; 

(c) preparing an immediate release blend comprising a second portion of the 
second drug or pharmaceutical^ acceptable salts thereof; and 
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(d) combining, by compressing, the matrix core of step (a), the sustained release 
blend of step (b) and the immediate release blend of step (c). 

31. (Cancelled) Th e method as def i ned i n c l a i m 30, whore i n th e matrix cor e furth e r 
compris e s i nso l ub le polym e r s and adjuvants. 

32. (Cancelled) Th e m e thod as d e f i n e d i n c l aim 31, wh e r ei n said po l ym e rs ar e s ele ct e d 
from th e group consist i ng of i nso l ub l e c ell u l osic m a t e r i als, po l yv i ny l ac e tat e s, po l yviny l 
a l cohols, po l yethyl e n e ox i d e s, mothacrylat e s, and non crosslink e d polyvinylpyrol i don e . 

33. (Cancelled) Th e m e thod as d e f i n e d i n c l aim 31, wh e ro i n sa i d adjuvants compr i s e 
sugars, col l oidal si li ca, calcium d i phosphat e , talc and magn e s i um st e arat e . 

34. (Cancelled) Tho method as d o finod i n cla i m 30, whore i n sa i d sustain e d r ele as e 
b l end further comprises water solub le and/or ge l forming polymer i c mat e r i als. 

35. (Cancelled) Tho method as d e f i ned in c l a i m 30, wh e re i n sa i d i mmodiato re l ease 
b l end further compr i ses pharmac e ut i cal^ acceptab le e xc i pi e nts selected from th e group 
cons i st i ng of c e l l u l os e der i vativ e s, cross -li nk e d po l ym e rs, sugars, so l ubl e sa l ts, co l orants, 
fi lle rs, dis i ntogrants, anti tacking agents and ant i static ag e nts. 

36. (Cancelled) A m e thod as d e fin e d in c l a i m 3 4 , wh e r ei n sa i d susta i n e d r e l e as e bl e nd 
compris e s from about 15 to about 05% of th e second drug. 

37. (Cancelled) A method as d e f i n e d i n cla i m 35, wh e r e in sa i d i mmed i ate releas e b l ond 
compr i s e s from about 5 to about 85% of th e s e cond drug. 

38. (Cancelled) A m e thod as dofinod i n any one of claims 30 to 37, wh e r e in sa i d f i rst 
drug i s an NSA I D. 



39. (Cancelled) A m e thod a s d e fin e d i n c l a i m 38, wh e r ei n sa i d NSA I D cons i sts 
ess e nt i al l y of d i c l of e nac. 
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40. (Cancelled) A m e thod as d e f i ned i n c l aim 39, compr i sing from about 50 to about 150 
mg of d i c l of e nac. 

41 . (Cancelled) A m e thod as dofinod i n c l a i m 40, compr i sing about 75 mg of dic l ofonac. 

42. (Cancelled) A m e thod as d e fin e d i n c l a i m 38, wh e r ei n sa i d NSA I D consists 
e ss e ntia ll y of asp i rin. 

43. (Cancelled) A m e thod as d e fin e d in c l aim 4 2, compr i sing from about 50 to about 150 
mg of asp i r i n. 

44. (Cancelled) A m e thod as d e f i n e d i n c l a i m 4 3, compris i ng about 80 mg of asp i rin. 

45. (Cancelled) A m e thod as d e fin e d i n any one of c l a i ms 30 to 37, wh e r ei n sa i d s e cond 
drug is an r e c e ptor antagonist. 

46. (Cancelled) A m e thod as def i n e d in c l aim 45, whoroin sa i d H a r e c e ptor antagonist 
cons i sts e ss e ntially of famotid i n e . 

47. (Cancelled) A m e thod as d e fin e d in claim 46, compr i s i ng from about 20 to about 60 
mg of famotid i n e . 

48. (Cancelled) A m e thod as d e fin e d i n c l aim 4 7, compris i ng about 40 mg of famot i d i n e . 

49. (Cancelled) Th e m e thod as d e fin e d i n c l aim 30, furth e r compr i s i ng th e st e p of 
coat i ng th e mu l ti - lay e r tablet with a prot e ct i v e coating. 

50. (Cancelled) Th e m e thod as d e fin e d i n cla i m 49, wh e r e in th e protect i ve coating i s a 
li ght prot e ct i v e coat i ng. 

51 . (Cancelled) Th e m e thod as d e f i n e d i n cla i m 50, wh e r ei n th e l ight prot e ctiv e coating 
compr i s e s f i lm form e rs, p i ast i c i z e rs and p i gm e nts. 
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52. (Cancelled) Th e m e thod as d e f i n e d cla i m 51, wh e r ei n th e f il m form e rs compr i s e 
hydrophi li c po l ym e rs. 

53. (Cancelled) Th e method as d e fin e d in claim 52, wh e r ei n th e hydroph i l i c po l ym e rs 
compr i s e hydroxypropylm e thy l c el lu l os e . 

54. (Cancelled) Th e m e thod as d e f i n e d i n cla i m 51, wh e r e in th e p l ast i ciz e rs ar e s ele ct e d 
from th e group consisting of tr ie thy l c i trat e , di e thy l phtha l at e , propy le ne g l yco l , glyc e r i n, 
buty l phtha l at e , and castor o il . 

55. (Cancelled) A mult i lay e r oral dosag e form compr i s i ng: 

(a) a matr i x cor e compris i ng from about 50 to about 150 mg of dic l of e nac; 

(b) a susta i n e d r ele as e lay e r, wh i ch is in contact with said matr i x cor e , compr i s i ng 
from about 10 to about AO mg of famot i d i ne; and 

(c) an i mm e d i at e r e l e as e l ayer, which i s in contact w i th said matr i x core, compr i s i ng 
from about 5 to about 20 mg of famotid i n e . 

56. (Cancelled) Th e mu l ti -l ay e r ora l dosag e form as d e fin e d i n c l a i m 55, wh e r ei n sa i d 
matr i x cor e compris e s about 75 mg of d i clof e nac. 

57. (Cancelled) Th e multi l ay e r ora l dosag e form as d e fin e d i n cl a im 56, wh e r e in said 
susta i n e d r ele as e lay e r compr i ses about 30 mg of famot i d i n e . 

58. (Cancelled) Th e mult i-l ay e r ora l dosag e form as d e fin e d i n c l aim 57, wh e rein said 
i mm e d i at e r ele as e l ay e r compris e s about 10 mg of famot i din e . 

59. (Cancelled) Tho multi lay e r ora l dosag e form as d e fined in any on e of c l aims 55 to 
58, whoroin th e ora l dosag e form is a tabl e t. 

60. (Cancelled) A mu l ti - lay e r oral dosag e form compris i ng: 
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(a) a matr i x cor e compris i ng from about 50 to about 150 mg of aspir i n; 

(b) a sust a in e d r ele as e l ay e r, wh i ch i s i n contact with sa i d matr i x cor e , compr i s i ng 
from about 10 to about 40 mg of famot i d i n e ; and 

(c) an i mm e d i ato re l ease layor, which is also i n contact with sa i d matr i x ooro, 
compris i ng from about 5 to about 20 mg of famot i dine. 

61. (Cancelled) The mu l t i lay e r ora l dosago form as d e fin e d i n c l aim 60, whore i n sa i d 
matr i x cor e compris e s about 80 mg of asp i r i n. 

62. (Cancelled) Th e mu l t i-l ay e r oral dosag e form as d e f i n e d i n claim 5 9 , wh e r e in said 
sustain e d r ele ase l ay e r compris e s about 30 mg of famot i d i n e . 

63. (Cancelled) Th e mu l ti - lay e r oral dosag e form as d e f i n e d i n c l aim 59, wh e r ei n sa i d 
imm e d i at e re le as e l ay e r compris e s about 10 mg of famot i din e . 



64. (Cancelled) Th e mult i -l ayor ora l dosag e form as d e fin e d in any on e of c l a i ms 60 to 
63, wh e r e in th e ora l dosag e form i s a tab le t. 



